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Application/Control Number: 09/693,121 
Art Unit: 1642 ' 

DETAILED ACTION 
Election/Restrictions 

1 . Applicant's election without traverse of group II in Paper No. 6 is acknowledged. 
Applicant cancels claims 1-16 and newly adds claims 17-29. A species election of 
Avipox (canary pox) and Adjuvant (RIBI Detox) was made. Claims 21 and 23 are drawn 
to non-elected species of pox viruses, and will not be examined on the merits. Claims 
26-29 are drawn to inventions not claimed by original presentation. Claim 17 also 
contains limitations not set forth in the original presentation of the claims. Claims drawn 
to methods of generating a CTL immune response to PSA and using a viral vector 
encoding for PSA to generate a CTL immune response will be examined on the merits. 
Claims or parts of claims referring to cytokines and co-stimulatory molecules will not be 
examined on the merits. Therefore, claims 17(parts)-20, 22, 24-25 will be examined on 
the merits. 

Claim Objections 

2. Claim 18 is objected to because of the following informalities: in line one of the 
claim, there is an extra "at". Appropriate correction is required. 

Claim Rejections - 35 CISC §112 

3. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

S^^^^^^^^ o. an. ..not. 

4. Claims 17-20,22,24-25 are rejected under 35 U.S.C. 112. second paragraph, 
being indefinite for failing to particularly point out and distinctly claim the subject 
which applicant regards as the invention. 



as 
matter 
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In regards to claim 17, in the recitation of the phrases: "sufficient amount of 
PSA", it is not known what the applicant intends as an amount that is sufficient for the 
generation of an immune response; "effective amount of cytokine", it is not clear as to 
the amount that the applicant contends to be an effective amount. Clarification is 

required. 

In regards to claim 18 and 19 in the recitation of the phrase "additional PSA", it is 

aoaea auring one of the periodic intervals of 

contacting ttle host with PSA, 

5. The following is a quotation of the first paragraph of 35 U.S C. 1 12: 

art 10 v»hich il pertains, or with Ma, i fe mol n^l r^fnlT- f T^'" '"^ 
^' ™* co„,e.p Ji,' by ZTeZ rcaSoSr„S»r """^ 

6. Claims 17-18 are rejected under 35 U.S.C. 1 12, flrst paragraph, because the 
specification, while being enabling for the generation of an immune response following 
the infection/immunization with a pox virus (vacc/™a) containing the nucleotide 
sequences for PSA, does not reasonably provide enablement for the general 
administration and contacting of PSA to host for the eliciting of an immune response to 
PSA. The specification does not enable any person skilled in the art to which it 
pertains, or with which i. is most nearly connected, to use the invention commensurate 
in scope With these claims. Claim 17 as currently Interpreted in the instant application is 
directed at the administration or contacting of an amount of PSA, in any form (PSA 
peptides, proteins, nucleic acids) to a host in the attempts to generate an immune 
response. The specification of the instant application details the immunization of a 
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mammalian subject with a viral pox vector encoding for an epitope against PSA that 
elicits an immune response. The invention broadly claims any form of PSA, but is only 
enabled for viral immunization, which lead to in vivo production of PSA leading to an 
immune response to PSA. The instant application makes no attempt to describe or 
detail any methodology that would allow one of skill to make and use any form of PSA. 
except for viral immunization, to generate an immune response. 

- '"J""^^" """^^ 1 12, first paragraph, as containing subject 

matter which was not described in the specification in such a way as to enable one 
skilled in the art to which it pertains, or with which it is most nearly connected, to make 
and/or use the invention. The instant application is based on the eliciting of an immune 
response to PSA, by contacting a host cell with either PSA or a T-cell eliciting epitope. 
Although the instant application teaches the methods necessary to generate an immune 
response to immunization of host cells with a viral vector encoding for PSA, it does not 
teach of the specific epitope that elicits the T-cell response. It is noted, that in the 
specification (pg 12 line 7-20), that the applicant discloses the method for identifying the 
epitope but does not specifically clarify the epitope that is responsible for this immune 
response. The instant application invites the skilled artisan to experiment. The factors 
Which must be considered in determining undue experimentation are set forth in Inje 
Wan^^ USPQ2d 1400. The factors include: 1) quantity of experimentation, 2) the 
amount of guidance presented, 3) the presence or absence of working examples, 4) the 
nature of the invention, 5) the state of the prior art, 6) the predictability of the art, 7) 
breadth of the claims. 
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In regards to factors one and two cited above, the quantity of experimentation 
needed to determine the specific epitope required for the eliciting of an immune 
response to PSA, there has not been provided adequate guidance in the written 
description for the identity of such. 

In regards to factors four, five, and six cited above, it is noted that there is a great 
deal of unpredicatability associated with determining the specific epitope that is able to 



I I «-» n H M _ 



elicit an iminunc .c^punse. . ne instant application fails to provide such an epitope for 
the eliciting of an immune response. 

With regards to factors three and seven cited above, it is noted that the working 
examples are limited to the immunization of a viral pox vector encoding for a PSA 
molecule. Such is not seen as sufficient to support the breadth of the claims, wherein 
the scope of the claims encompasses the use of a T-cell eliciting epitope, of which the 
epitope is not specifically identified. It is noted that Law requires that the disclosure of 
an application shall inform those skilled in the art how to use applicant's alleged 
discovery, not how to find out how to use it for themselves, (see In re Gardner et ai. 
166 USPQ 138 (CCPA 1970)) 

Double Patenting 

lMnn.rt^inT''^;°" "^^^^"^ °r "^^"^^'^ patenting of the "same invention" type finds its 
support in the language of 35 U.S.C. 101 which states that "whoever invents or 

HH T'rf ^ "^"^ '"^ P--^^^^^ - obtain a patent therefo " (^mohasis 

dtmic I lu'bjci m^^^^^^ Teelir I" « meansTn'inventiL'^^^^^^^^^^ 
^eniicai subject matter. See Miller v. Eagle Mfg. Co.. 151 U S 186 M8q4V in m 

ul^S^^^^^^^^^ '''^ ^'^'^ ^'^^)-- ^'■4er422'F.2d:3 164 

r.nnor^ ^^^^'^^^'^ ^^^^ ^^^^ ^°"ble patenting rejection can be overcome bv 

canceling or amending the conflicting claims so they are no lonqer coextensrv. ?n ^ 
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8. Claims 17-20. 22, 24 an 25 are rejected under 35 U.S.C. 101 as claiming the 
same invention as that of claims 4-6, 8-9. 11-12 of prior U.S. Patent No. 6,165.460. 
This is a double patenting rejection. 

Claim Rejections - 35 USC § 103 

9. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

iStclTlTonh^ disclosed or described as set 

s^rsr^^^^^^^^^^ 

Patentability shall not be Segatived^bJ^etanrin S ^^l^^!^. ^^^^'"^ 

10. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966). that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 



2 ■ ?® contents of the prior art. 

Considering objective evidence presen\7n"the application indicatina 
obviousness or nonobviousness 'naicaiing 



3 R^c^r^'"";? ^f^:^"^^^ between the prior art and the claims at issue 

3. Resolving the level of ordinary skill in the pertinent art 

4. r^^««.-i I • 



11. If the rejection of claims 17-18 for the contacting of PSA of any form with a host 
under 35USC §112 first paragraph (see above pg 3) is overcome, a rejection under 35 
use §103 can be made. Claims 17-18 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Fenton RG etal. (Journal of the National Cancer Institutes 1993 Aug 
18, 85(16):1294-302. see abstract) in view of Peace et al. (Cancer Vaccines: Structural 
Basis for Vaccine Development (abstract) 1994. spec Ref listing and pg 2 line 11). 
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Claims 17-18 are drawn to methods of generating an immune response to PSA 
in a host comprising contacting the host with a sufficient amount of PSA or a cytotoxic 
T-cell eliciting epitope, with periodic intervals of administration. 

Fenton RG et al. disclose of a method of vaccinating, in vivo, a protein (mutant 
ras-protein) that led to a CTL generation or immune response (see abstract). Fenton 
RG et al. does not disclose of using PSA to generate this CTL response. Peace et al., 



.XI .1 - r 



howpvpr rinc^c Hio/^l^r-^ 

, — . v.. c .Mcuiuu or t^^R mediated generation of CTL (CD4+ and 

CD8+ cells)(see abstract). 

Therefore, it would have been prima facie obvious at the time the invention was 
made to one of ordinary skill in the art to derive a method of contacting a host with PSA 
to generate an immune response, like CD8+ or CTL. It was already known in the art at 
the time the invention was made that the generation of an immune response to a protein 
was possible by in vivo administration. Furthermore, it was also known that PSA could 
elicit an immune response, generating a CD8+ or CD4+ and hence a CTL response. 
One would have been motivated to combine the references because, the success 
achieved by Fenton et al. in the generation of a CTL response to their protein, could 
have been transferred to PSA, given the fact that it was known that PSA could elicit CTL 
responses. Therefore, it would have been obvious to combine the references described 
above to conceive of the claimed invention as taught by the instant application. 
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12. Claims 17-20, 22. 24-25 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Spitler et al (1995), in view of Paoletti et al. (1993), and further in 
view of. Montefiori et al. (1992). 

Claims 17-20, 22, 24-25 are drawn to methods of generating an immune 
response to PSA by contacting a host with PSA followed by the contacting of the host 
by additional PSA encoded by a recombinant pox virus, with limitations set forth for the 
types of pox viruses, and the adjuvants associated with PSA. 
^ Spitler et al teach vaccines capable of eliciting an anti-tumor immune response 
wherein the active ingredient in the vaccine formulation is PSA (pages 6-7) and 
methods to make the vaccine composition including the adjuvants as listed in claims 24 
and 25 (pages 11-13) as well as liposome formulations and vaccinia expressed systems 
(page 15). 

Paoletti et al teach that pox virus vectors (such as avipox vectors and orthopox 
virus vectors) can be used for expression of foreign proteins. 

_ Montefiori et al teach an immune response induced by an immunization with 

recombinant vaccinia expressing gp160, followed by a second immunization with 

recombinant protein. 

It would have been prima facie obvious to one of ordinary skill in the art at the 
time the invention was made to construct and/or conceive of a method to generate an 
immune response to PSA in a host comprising the contacting of a host with PSA or a T- 
cell eliciting epitope, followed by the immunization of the host with additional PSA 
encoded for by a pox virus, because Spitler al. in view of Montefiori et al. disclosed 



1 
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the methodology for this type of immune elicitation. One of ordinary skill in the art would 
have been motivated to do so in view of the reasonable expectation of success in being 
able to induce immune responses to the expressed protein by first immunizing with a 
protein of choice followed by a second booster immunization with the purified protein or 
peptide as was expressed in the vaccinia. Although, Montefiori etal. disclose of a 
method that is not in the same sequential steps as that disclosed in the instant 

aDDlication it wnnlH ha 

" ■'"■"'■"•""'^^"^'^^'""^lumaKetne necessary corrections or 

adjustments to achieve the same method as described in the instant application. 

In addition. Spitler et al. in view of Paoletti et al. makes the contemplation of the 
idea of using different pox viruses for the generation of immune responses to PSA 
obvious because, Paoletti et al disclose of the use of different pox viruses such as 
avipox and orthopox, and Spitler et al. discloses the use of PSA in formulations to 
generate immune responses. It would have been obvious to substitute PSA for the 
antigen in view of the success in obtaining immune reponses to PSA as taught by 
Spitler al. One of ordinary skill in the art would have been motivated to do so 
because these viruses have the advantages (listed as for e.g. on page 295) of being 
highly attenuated and not being dependent for specific receptors for entry into cells and 
ability to express protein independent of host cell regulation and amplification of specific 
CTL responses. 

Jo M , Conclusion 

' o. No claims are allowed. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Christopher H Yaen whose telephone number is 703- 
305-3586. The examiner can normally be reached on Monday-Friday 9-5. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Anthony Caputa can be reached on 703-308-3995. The fax phone 
numbers for the organization where this application or proceeding is assigned are 703- 

308-4242 for reni liar rnmmi 

— WW wMioduuiio caiiu / t/o-ouo-.5U'i4 for After Final 

comrnuriications. 

Any inquiry of a general nature or relating to the status of this application or 

proceeding should be directed to the receptionist whose telephone number is 703-308- 
0196. 




Christopher Yaen J^^H^RSanqa. 
Art Unit 1642 '^'"'^^'^ E^NEo 

March 8, 2002 



